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DETAILED ACTION 

This is the First Office Action on the Merits of US Application 10/590,136, filed 17 
August 2006, which is a National Stage entry of PCT/US05/05461, filed 17 February 
2004, which claims priority to U.S. Provisional Application No. 60/545,375, filed 17 
February 2004. Claims 8, 32-45, 49-50, 52-53 and 55-71 are cancelled. Claims 1-7, 9- 
31 , 46-48, 51 , 54 and 72-75 are pending and under examination. 

Election/Restrictions 
Applicant's election without traverse of Group I (Claims 1-7, 9-31, 46-48, 51, 54 
and 72-75) in the reply filed on 23 April 2009 is acknowledged. 

Claim Objections 

Claims 51 and 54 are objected to under 37 CFR 1 .75(c) as being in improper 
form because a multiple dependent claim cannot depend from any other multiple 
dependent claim. In the instant case, Claims 51 and 54 are multiple dependent claims 
that depend from the multiple dependent Claim 46. See MPEP § 608.01 (n). 
Accordingly, the claims have not been further treated on the merits. 

Claim 11 is objected to because of the following informalities: Claim 11 contains 
a typographical error in line 1 in the term "s aid". Appropriate correction is required. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 
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Claims 1-7, 9-31, 46-48 and 72-75 are rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. 

The term "isolated" in parts (a), (b) and (c) in Claims 1 and 72-73 is an unclear 
term in the context of the "isolated polynucleotide" comprising the parts (a), (b) and (c) 
and which renders the claim indefinite. The term "isolated" is not defined by the claim, 
the specification does not provide a standard for ascertaining the meaning of the term in 
the context of the claim language. For example, it is unclear what is required of the 
sequences in parts (a), (b) and (c) to meet the limitation of "isolated" as the sequences 
are already contained in an "isolated" polynucleotide and therefore one of ordinary skill 
in the art would not be reasonably apprised of the scope of the invention. 

Claims 2-7, 9-31 , 46-48 and 74-75 are indefinite insofar as they depend from 
Claims 1 and 72-73. 

Additionally, Claims 5-7, 13-16, 18-21, 23-26, 72-73 and 75 recite nucleotide 
sequence numbers that are not correlated to any specific SEQ ID NO in the 
specification or even correlated to any other specifically numbered sequence in the 
specification. For example, Claim 5 recites "from about nucleotide 1 18,975 to about 
nucleotide 1 20,471 of an HSV LAT 5 exon" but one of ordinary skill in the art cannot 
reasonably determine which sequences shown in the specification correlate to 
nucleotide 1 18,975 of an HSV LAT 5 exon and therefore the metes and bounds of 
Applicants invention cannot be determined. 
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Additionally, Claims 46-48 and 74, are indefinite insofar as they depend from 
Claim 73. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 5-7, 13-16, 18-21, 23-26, 46-48 and 72-75 are rejected under 35 
U.S.C. 112, first paragraph, as failing to comply with the written description requirement. 
The claim(s) contains subject matter which was not described in the specification in 
such a way as to reasonably convey to one skilled in the relevant art that the 
inventor(s), at the time the application was filed, had possession of the claimed 
invention. 

Claims 5-7, 13-16, 18-21, 23-26, 72-73 and 75 recite nucleotide sequence 
numbers that are not specifically correlated to any specific SEQ ID NO in the 
specification or even correlated to any other specifically numbered sequence in the 
specification. For example, Claim 5 recites "from about nucleotide 1 18,975 to about 
nucleotide 120,471 of an HSV LAT 5 exon". Sequences claimed in the product by 
nucleotide sequence number should be correlated to a specific SEQ ID NO in the 
specification and/or sequence listing. 



Application/Control Number: 10/590,136 Page 5 

Art Unit: 1636 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1-7, 9-20, 22-25, 27-31, 46-48 and 72 are rejected under 35 
U.S.C. 102(b) as being anticipated by Coffin and Latchman in "Eukaryotic Gene 
Expression Cassette and Uses Thereof (WO 98/30707; published 16 July 1998; entire 
document; made of record in the IDS). 

Claims read on a recombinant HSV vector (Claims 46-48 and 72) comprising an 
isolated polynucleotide that comprises: 

(a) an HSV LAT enhancer element, consisting of a contiguous nucleotide 
sequence from about nucleotide 1 18,975 to about nucleotide 120,471 of an HSV LAT 5 
exon (Claims 1-7 and 72); 

(b) a first LAT insulator/boundary region, comprising a contiguous nucleotide 
sequence from nucleotide 8365 to nucleotide 9273 of HSV1 , operably positioned 
upstream of said isolated LAT enhancer element (Claims 17-20 and 72); 

(c) a second LAT insulatory/boundary region, comprising a contiguous nucleotide 
sequence from nucleotide 120,208 to nucleotide 120,940 of HSV1 , operably positioned 
downstream of said isolated LAT enhancer element (Claims 22-25 and 72); 

(d) a first promoter region operably positioned upstream of said LAT enhancer 
element, and downstream of said first LAT insulator/boundary region, wherein said 
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promoter region comprises an HSV LAP 1 promoter that consists of a sequence region 
of from nucleotide 117,938 to 1 18,843 of said HSV LAP1 promoter (Claims 9-16); and 

(e) at least a first multiple cloning region operably positioned downstream of said 
first LAT insulator/boundary region and upstream of said LAT enhancer element (Claim 
27) and wherein said first multiple cloning region further comprises a nucleic acid 
sequence that encodes a promoter or an enhancer sequence that is expressed in a 
mammalian host cell (Claim 28); and 

(f) at least a second multiple cloning region operably positioned upstream of said 
second LAT insulator/boundary region and downstream of said LAT enhancer element 
(Claim 29) and that said second multiple cloning region further comprises at least a first 
nucleic acid sequence that encodes a therapeutic agent (Claim 30) and that the first 
therapeutic agent is selected from the group consisting of a peptide, a polypeptide, a 
ribozyme, a catalytic RNA molecule, an antisense oligonucleotide, and an antisense 
polynucleotide (Claim 31). 

Coffin and Latchman teach recombinant HSV vectors (e.g. abstract and page 
8, lines 27-29) comprising an isolated polynucleotide that comprises: 

(a) an HSV LAT enhancer element, consisting of a contiguous nucleotide 
sequence from about nucleotide 1 1 8,975 to about nucleotide 1 20,471 of an HSV LAT 5 
exon (e.g. page 6, lines 1-5 and page 17, line 12-14); 

(b) a first LAT insulator/boundary region, consists of a contiguous nucleotide 
sequence from nucleotide 8365 to nucleotide 9273 of HSV1 , operably positioned 
upstream of said isolated LAT enhancer element (e.g. page 14, lines 10-26); 
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(c) a second LAT insulatory/boundary region, consists of a contiguous nucleotide 
sequence from nucleotide 120,208 to nucleotide 120,940 of HSV1 , operably positioned 
downstream of said isolated LAT enhancer element (e.g. page 6, lines 1-5); 

(d) a first promoter region operably positioned upstream of said LAT enhancer 
element, and downstream of said first LAT insulator/boundary region, wherein said 
promoter region consists of an HSV LAP 1 promoter that consists of a sequence region 
of from nucleotide 11 7,938 to 1 18,843 of said HSV LAP1 promoter (page 4, lines 15- 
16); and 

(e) at least a first multiple cloning region operably positioned downstream of said 
first LAT insulator/boundary region and upstream of said LAT enhancer element (page 

6, lines 11-14, 29-37) and wherein said first multiple cloning region further comprises a 
nucleic acid sequence that encodes a promoter or an enhancer sequence that is 
expressed in a mammalian host cell (e.g. page 6, lines 11-14, 29-37); and 

(f) at least a second multiple cloning region operably positioned upstream of said 
second LAT insulator/boundary region and downstream of said LAT enhancer element 
(e.g. page 16, lines 1-14) and that said second multiple cloning region further 
comprises at least a first nucleic acid sequence that encodes a therapeutic agent (page 

7, lines 36-37) and that the first therapeutic agent is a polypeptide of therapeutic use 
(page 7, lines 36-37). 
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Conclusion 

No claims allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to CATHERINE HIBBERT whose telephone number is 
(571)270-3053. The examiner can normally be reached on M-F 8AM-5PM, EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Christopher Low can be reached on 571-272-0951 . The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Catherine S. Hibbert 
Exam iner/Au 1636 



/ Christopher S. F. Low / 

Supervisory Patent Examiner, Art Unit 1636 



